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DETAILED ACTION 



Claim Objections 

1 . The objections to claims 38-41 and 44 have been withdrawn based on 
Applicant's amendments. 

Claim Rejections • 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
niaklng and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the appiicarrt regards as his invention. 

4. Claims 29-32 and 38-41, 43-44, 48-52 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. 
Examiner maintains the rejection of the previous office action. 

Canceled claim 42 has been removed from this rejection. 
New claims 48-52 have been added to this rejection. 

Based on Applicant's amendments, the following new 112, 1^ rejections are made: 

5. Claims 29, 30, 32, 38-41 , 44, and 49-52 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
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contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one sl<illed in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The new limitation regarding the pH being generally under 4.0 appears to be new 
matter. The specification provides broad requirements for a "low" pH. In coating 
solution example 3, the specification requires an exemplary pH for the hyaluronic acid 
solution of 2.3. On page 14, Applicant states that all of the described solutions employ 
a pH of 2.0-4.0 and that other solutions may use a pH that can range between 1 and 
6.5. Broadly claiming "generally under 4.0" is new matter. The specification has basis 
for a pH of 2.3, or a pH of 2.0-4.0, or a pH of 1-6.5. As written, claim 29, for example, is 
open to a pH of below 2.0, even below 1 , as allowed in other solutions, which is new 
matter. Regarding claim 30, Applicant has combined embodiments in a manner that 
was not intended by the specification. Now that "under 4.0" has been added to the 
independent claim, the dependent claim, which used to require the other embodiment of 
"1-6.5" (and has since been narrowed to a range of 1-3, for which there is no teaching) 
is a combination that was not foreseen at the time the application was filed. 

Claim 32 contains the same new matter as claim 29. The only example of a suitable pH 
for a method of applying one solution containing both hyaluronic acid and heparin is one 
in which the pH of both solutions is 2.3. 
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Examiner is unable to find basis In the originally-filed disclosure for the use of 
analogues of hyaluronic acid, as is required by claims 32 and 52. 

Claims 50 and 51 require dissolving the hyaluronic acid solution or the solution of 
hyaluronic acid and heparin Into a solution of sodium chloride. However, there Is no 
basis for this limitation. The instant specification discusses only the dissolution of 
heparin into an NaCI solution (page 10). 

Based on Applicant's amendments, the following new 112,2"'^ rejections are made: 

6. Claims 29, 31 , 32, 38-41 , 43, 44, 49-52 are rejected under 35 U.S.C. 1 1 2, 
second paragraph, as being Indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

The term "generally" regarding the pH being under 4.0 is unclear. It is not clear whether 
the term requires that the pH be under around 4.0 or if the term requires the solution to 
usually be under 4.0, allowing for some variation. The metes and bounds of the claim 
cannot be ascertained. 

Claim Rejections - 35 USC § 102 

7. The rejection of claims 29, 32, 41 , and 44 under 35 U.S.C. 102(e) as being 
anticipated by Hossainy (US2002/0087123 A1) has been withdrawn based on 
Applicant's amendments in favor of incorporation into the 103 rejection, below. 
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8. The rejections of clainns 29. 30, 32, 41 . 42, and 44 under 35 U.S.C. 102(e) as 
being anticipated by Burns et al. has been withdrawn based on Applicant's amendments 
in favor of Incorporation Into the 103 rejection, below. 

Claim Rejections - 35 USC § 103 

The following rejections have been reformatted to incorporate the limitations of the 
amended/newly-added claims: 

9. Claims 29-32, 38-41 , 43-44, 48-49, and 52 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Hossainy et al. 

Hossainy teaches coating blood-contacting medical device surfaces with heparin and 
hyaluronic acid (abstract; P25). The hyaluronic acid acts as an adhesion-enhancing 
substance for the heparin and therefore "bonds" to the substrate. The materials are 
applied in solution. Adhesion-enhancing substances may be applied as a primer in the 
method of Hossainy (P26). There is no teaching in Hossainy of photochemical 
treatment, so the bonding occurs "without photochemical treatment", as required by the 
claims. 

The substrate of Hossainy may be stainless steel (see, at least, Examples). 



Hossainy et al. teach that which is disclosed above, but fails to teach a pH for the 
coating solutions. It is Examiner's position that selection of a pH would have been 
within the skill of an ordinary artisan desiring to optimize a coating operation. Heparin 
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and hyaluronic acid will be most stable and will form more adherent coatings at specific 
pH ranges. 

It is well settled that determination of optimum values of cause effective variables such 
as these process parameters is within the skill of one practicing in the art. In re Boesch, 
205 USPQ 215 (CCPA 1980). 

Regarding the requirement that the heparin be either a low molecular weight heparin, 
unfractionated, or higher molecular weight heparin, it is Examiner's position that it would 
have been obvious to an ordinary artisan to select a heparin from one of the molecular 
weight ranges. Likewise, the weight ranges required for hyaluronic acid would have 
been optimized by an ordinary artisan depending on the coating properties, such as 
viscosity, desired by one of ordinary skill in the art. As outlined above, it is well settled 
that determination of optimum values of cause effective variables is within the skill of 
one practicing in the art. 

It is well-known in the art to lower pH with the addition of an acid, such as hydrochloric 
acid. 

1 0. Claims 29-30, 32, 38-41 , 44, 49, and 52 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Burns. 

Burns et al. teaches coating fibers, substrates, or mesh with a solution of hyaluronic 
acid and heparin (abstratt; col. 2, line 58; col. 3, line 67-col. 4, line 2; col. 9, line 5). The 
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hyaluronic acid inherently "bonds" to the substrate as it adheres for later use. There 
does not appear to be any photochennical treatment in the method of Burns. Burns 
teaches a pH range of 4.6-51, which is merely exemplary, but which meets the limitation 
of "generally under 4.0" if such a limitation requires a pH of approximately 4.0 or below. 
Additionally, it is Examiner's position that selection of a pH would have been within the 
skill of an ordinary artisan desiring to optimize a coating operation for those reasons 
outlined above. 

The substrate of Burns may be polymer fiber, meeting the limitation of claims 41 and 44. 

Burns teaches that which is disclosed above, but fails to teach the molecular weight of 
the heparin or hyaluronic acid. For those reasons outlined above, it is Examiner's 
position that selection of optimum variables, such as this, would have been within the 
skill of an ordinary artisan. 

It is well-known in the art to lower a pH with the addition of an acid, such as hydrochloric 
acid. 

1 1 . Claims 38-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

either Hossainy or Bums in view of Shah et al. (6,387,450). 

The following rejection is provided as an alternative to portions of the 103 rejections, 

above. 
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Hossainy and Burns teach that which is disclosed above, but fail to teach the molecular 
weight of hyaluronic acid. 

Shah teaches a method of coating metallic or polymeric medical devices, to be used in 
contact with physiological fluids, with solutions of hyaluronic acid at molecular weights 
of about 70,000 to about 6 million Daltons (abstract; col. 1 ; col. 4, lines 5-15). 
Since Hossainy, Burns, and Shah teach coating metallic or polymeric medical devices 
used in contact with body fluids with solutions of hyaluronic acid and Shah teaches 
suitable molecular weight ranges for such solutions, Shah would have reasonably 
suggested the use of hyaluronic acid with the molecular weights outlined in his method. 
It would have been obvious to one of ordinary skill in the art to use the teachings of 
Shah in the method of either Hossainy or Burns with the expectation of successful 
results since their coating methods, substances, and substrates are similar to Shah's. 
The range of Shah overlaps that of claim 38 and is within the range of "about 7 million 
Daltons" as claimed by claim 39. 

Overlapping ranges are prima facie evidence of obviousness. It would have been 
obvious to one having ordinary skill in the art to have selected the portion of Shah's 
range that corresponds to the claimed range. In re Malagari, 184 USPQ 549 (CCPA 
1974). 

Response to Arguments 

12. Applicant's arguments filed 1/3/2005 have been fully considered but they are not 
persuasive. 
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Applicant argues that the new niatter rejection is incorrect because it requires him to 
prove the absence of something from the specification. He states that photochemical 
treatment is not requires by the specification, so it is clearly not used. 
Examiner disagrees. 

The negative limitation "without photochemical treatmenf is requiring the necessary 
absence of an element. There is no indication that Applicant was in possession of a 
method requiring the specific absence of such a treatment at the time the application 
was filed. New matter includes not only the addition of wholly unsupported subject 
matter, but may also include... the omission of a step from a method" (MPEP 706.03). 
Examiner notes that there are an infinite number of method steps not specifically 
disclosed by Applicant's specification, however, there would be no basis for claim 
limitations requiring specific exclusion of each of these possibilities. 

The arguments regarding the pH requirements have been addressed above in the body 
of the claim rejections. 

Conclusion 

1 3. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth In 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer K. Michener whose telephone number is (571) 
272-1424. The examiner can normally be reached on Tuesdays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Timothy H. Meeks can be reached on 571-272-1423. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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